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particularity the facts that justify the 
order. 

(c)(1) A written order issued under 
paragraph (a)(1) of this section will or-
dinarily provide that the HCT/P be re-
called and/or destroyed within 5 work-
ing days from the date of receipt of the 
order. After receipt of an order issued 
under paragraph (a)(1) of this section, 
the establishment in possession of the 
HCT/P must not distribute or dispose 
of the HCT/P in any manner except to 
recall and/or destroy the HCT/P con-
sistent with the provisions of the 
order, under the supervision of FDA. 

(2) In lieu of paragraph (c)(1) of this 
section, other arrangements for assur-
ing the proper disposition of the HCT/P 
may be agreed upon by the person re-
ceiving the written order and FDA. 
Such arrangements may include, 
among others, providing FDA with 
records or other written information 
that adequately ensure that the HCT/P 
has been recovered, processed, stored, 
and distributed in conformance with 
this part, and that, except as provided 
under §§ 1271.60, 1271.65, and 1271.90, the 
donor of the cells or tissue for the HCT/ 
P has been determined to be eligible. 

(d) A written order issued under para-
graph (a)(3) of this section will specify 
the regulations with which you must 
achieve compliance and will ordinarily 
specify the particular operations cov-

ered by the order. After receipt of an 
order that is in effect and issued under 
paragraph (a)(3) of this section, you 
must not resume operations without 
prior written authorization of FDA. 

(e) The recipient of an order issued 
under this section may request a hear-
ing in accordance with part 16 of this 
chapter. To request a hearing, the re-
cipient of the written order or prior 
possessor of such HCT/P must make 
the request within 5 working days of 
receipt of a written order for retention, 
recall, destruction, and/or cessation (or 
within 5 working days of the agency’s 
possession of an HCT/P under para-
graph (a)(2) of this section), in accord-
ance with part 16 of this chapter. An 
order of destruction will be held in 
abeyance pending resolution of the 
hearing request. Upon request under 
part 16 of this chapter, FDA will pro-
vide an opportunity for an expedited 
hearing for an order of cessation that 
is not stayed by the Commissioner of 
Food and Drugs. 

(f) FDA will not issue an order for 
the destruction of reproductive tissue 
under paragraph (a)(1) of this section, 
nor will it carry out such destruction 
itself under paragraph (a)(2) of this sec-
tion. 
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